
K [112Z27
Atoka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

MAY 1 3 2H

510(k) Summary of Safety and Effectiveness

Prepared in accordance with 21 CFR Part 807.92

Section a):
1. Submitter: Aloka Co., Ltd., 10 Fairfield Boulevard, Wallingford, CT 06492

Contact Person: Richard J. Cehovsky, RA/QA Mngr.,
Tel: (203)269-5088 Ext. 346, Fax: 203-269-6075

Date Prepared: 2/17/11

2. Device Name: Aloka SSD-3500 Ver. 7.8 Diagnostic Ultrasound System
Ultrasonic Pulsed Doppler Imaging System, 21 CFR 892.1550, 90 IYN
Diagnostic Ultrasound Transducer, 21 CER 892.1570, 90 IT'X
Ultrasonic Pulsed Echo Imaging System., 21 CER 892.1560, 90 IYO

3. Marketed Device: Aloka SSD-3 500 Ver. 7.0 Diagnostic Ultrasound System K(060059, (90-LYN, [IT, ff0)
(A device currently in commercial distribution)

4. Device Description: The SSD-3500 Diagnostic Ultrasound System is a full feature imaging and analysis
system. It consist of a mobile console that provides acquisition, processing and display capability.
The user interface includes a computer type keyboard, specialized controls and a display.

5. Indications for Use: The device is intended for use by a qualified physician for ultrasound evaluation of
Small Parts, Abdominal, Cardiac, Peripheral Vascular, Fetal, Intra-operative, Intra-operative
(Cardiac), Trans-vaginal, Trans-rectal, Gynecological, Pediatric, Laparoscopic, and Neonatal
Cephalic applications.
The device is not indicated for Ophthalmic applications.

6.Comoarison w/ Predicate Device:
The Aloka SSD-3500 Ver. 7.8 is technically comparable and substantially equivalent to the
current Aloka SSD-3500 Ver. 7.0 -(K060059). It has the same technological characteristics, key
safety and effectiveness features, and has the same intended uses and basic operating modes as
the predicate device.

Section b):
1. Non-clinical Tests: The device and its transducers have been evaluated for acoustic output, biocompatibility,

cleaning & disinfection effectiveness, electromagnetic compatibility, as well as electrical and
mechanical safety, and have been found to conform with applicable medical device safety
standards.

2. Clinical Tests: None Required.

3. Conclusion: Intended uses and other key features are consistent with traditional clinical practices, FDA
guidelines and established methods of patient examination. The design, development and
quality process of the manufacturer confirms wit 21 CER 820, ISO 9001:2000 and ISO
13485 quality systems. The device conforms to applicable medical device safety standards
and compliance is verified through independent evaluation with ongoing faictory
surveillance. Diagnostic ultrasound has accumulated a long history of safe and effectiveness
performance. Therefore, it is the opinion of Aloka Co., Ltd. that the Aloka SSD-3500 Ver. 7.8
Diagnostic Ultrasound System and its transducers are substantially equivalent with respect
to safety and effectiveness to its predicate and other currently cleared Aloka systems.
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4DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service4 Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Aloka Co., Ltd. (ALOKA AMERICA)
% Mr. Michael S. Ogunleyc
5 10(k) Program Manager/Medical Lead Auditor
TUV Rheinland of North America MAY 1 3 20;ffl
12 Commerce Road
NEWTOWN CT 06470

Re: KI11227
Trade/Device Name: Aloka SSD-3500 Ver. 7.8 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, and ITX
Dated: April 24, 2011
Received: May 2,2011

Dear Mr. Ogunleye:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments; or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, and
Cosmetic Act (Act). You may, therefore, market the device, subject to the general controls
provisions of the Act. The general controls provisions of the Act include requirements for annual
registration, listing of devices, good manufacturing practice, labeling, and prohibitions against
misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for use
with the Aloka SSD-3500 Ver. 7.8 Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number

UST-533 UST-676P ASU-1003 UST-5536-7.5
UST-534 UST-677P ASU-1009 UST-5542
UST-535 UST-978-3.5 UST-5268P-5 UST-5546
UST-536 UST-979-3.5 UST-5293-5 UST-5548
UST-568 UST-984-5 UST-5298 UST-5710-7.5

UST-579T-7.5 UST-987-7.5 UST-5299 UST-9 101-7.5
UST-670P-5 UST-990-5 UST-5413 UST-9102-3.5

UST-672-5/7.5 UST-995-7.5 UST-5524-7.5 UST-91 02U-3.5



UST-91 04-5 UST-91 23 UST-9 128 UST-MCI 1-8731
UST-91 12-5 UST-9124 UST-9133
UST-9121 UST-9127 UST-9136U

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it

may be subject to such additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 895. In addition, FDA may publish

further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that
FDA has made a determination that your device complies with other requirements of the Act or any
Federal statutes and regulations administered by other Federal agencies. You must comply with all
the Act's requirements, including, but not limited to: registration and listing (21 CFR Part 807);
labeling (21 CFR Part 801); good manufacturing practice requirements as set forth in the quality
systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product radiation control
provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket notification.
The FDA finding of substantial equivalence of your device to a legally marketed predicate device
results in a classification for your device and thus permits your device to proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please go
to http://www.fda.gov/AboutFDA/CentersOffices/CDRR/CDRHOffices/u~cml 115809.htm for the
Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please note

the regulation entitled, "Misbranding by reference to premarket notification" (21ICFR Part 807.97).
For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to http2://www.fda.izov/MedicalDevices/Safety/ReportaProblem/default.htm for the
CDRH's Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Shahramn Vaezy at (301)
796-6242.

Sincerely Yours,

Mary S. Pastel, Sc.D.
Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health

Enclosure(s)



Atoka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Indications for Use

510O(K) Number (if known): £4 (LI -7

Device Name: Aloka SSD-3500 Ver. 7.8

Indications For Use:

The device is intended for use by a qualified
physician for ultrasound evaluation of
Small Parts, Abdominal, Cardiac, Peripheral
Vascular, Fetal, Intra-operative, Intra-
operative (Cardiac), Trans-vaginal, Trans-
rectal, Gynecological, Pediatric, Laparoscopic,
and Neonatal Cephalic applications.

The device is not indicated for Ophthalmic
applications.

Prescription Use '1 AND/OR Over-The Counter Use___
(Part 21 CFR 801 Subpart )_ (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of GDRH, Office of Device Evaluation (ODE)

Divsiofl of Radiological Devices

office of in Vitro Diagnostic Device Evaluation and safety Page 1 of I

610K
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Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

1.3.1
Diagnostic Ultrasound Indications for Use Form

SSD-3500 Ver. 7.8

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD .CWD Color Amplitude Color Combined Other

Doppler Doppler Velocity (specify) (specify)
Imaging

Opthalmic

Fetal

Abdominal P P P See Below

Intra-operative (specify) P P P See Below

Intra-operative (cardiac) N N N See Below

Pediatric - P P P See Below

Small Organ (specify) P P P See Below

Neonatal Cephallic p p P See Below

Adult Cephalic

Cardiac P P P See Below

Transesophageal

Transrectal P P P See Below

Transvaginal P P P See Below

Transnrethral

Intravascular

Peripheral Vascular P P P See Below

Laparoscopic - P P P See Below

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other: Gynecological P P P See Below

N=new indication; P=reiul clede by FDA; E= added under Appendix E
Additional Comments: Mixed mode operation includes: RIM, BIPWD, MICD, BICD/PWD
Applications: Small Parts-(breast, testes & thyroid..), Intra-operative- (liver, pancreas, gall bladder, cardiac....)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHJER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

~~ Prscription Use (Per 21 CR 801.109)

(Division Sigfl-O
Division of RadioogiOcal Devices

office of In VIVO DiagoEStic Device Evaluation and SafetY
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Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form

UST-533 (K(032875)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of tbe human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other (specify)

Doppler Doppler Velocity (specify)
Imaging

Opthalmie

Fetal

Abdominal

Intraoperative (specify) P P P See Below

Pediatric

Small Organ (specify) P P P See Below

INeonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletat
Conventional
Musculo-skeletal Superficial

IO-ther

N=new indication; P-- previously cleared by FDA; E= added under Appenix E

Additional Comments: Combined includes: RIM, BIPWD, MICD, BICDIPWD
Applications: Small Parts-i(breast, testes & thyroid..), Intra-operative- (liver, pancreas, gall bladder...)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTIN4UE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

'-$7'i '1Prescrp~~tionUsePer 21 CFRSO01.109)

Division of Radliologrca Devices
Office of in Vitro Diagnstic Device Eva~uaon and Safety

510K )4 .2
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Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-534

(1(032875)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation

Clinical Application A B M PWVD CWVD Color Amplitude Color Combined Other
Doppler Doppler Velocity (specify) (specify)

Imaging

Opthalmic

Fetal

Abdominal

Intracoperative (specify) E E E See Below

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvnginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other: Gynecological

N= new indication; PW previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: R/M, B/PWD, M/CD, B/CD/PWD.

Applications: Intra-operative- (liver, pancreas, gall bladder,.)

(PLEASE DO NOT WRITE BELOW THIIS LINE - CONTINE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division SignO01t)
Division of Radiological Devices

office of in vitro Diagnostic Device Evaluation and Safety
610 IA-\ \ kQ9a--\

!5 1 0 K 4 2



Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST- 535

(K(042540, K(032875))

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthnlmic

Fetal

Abdominal

Intra-operative (specify) N N N See Below

Intra-operative (cardiac) N N N See Below

Pediatric

Smal Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Trans rectal

Transvaginal-

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other: Gynecological

N=new indication; P-- previously cleared by FDA; E= added under Appendix E
Additional Comments: Combined includes: RIM, BIPWD, MICD, BICDIPWD.

Applications: Intra-operative- (liver, pancreas, gall bladder... & cardiac)

PLEASE DO NOT WRITE BELOW THS LINE - CONTINUE ON ANOTHJER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Division of Radiological Devices

Office of in Vitro Diagnostic Device Evaluation and Safety

51K 43__ __ __



Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-536

(K(060059)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify') (specify)
Imaging

Opthalmic

Fetal

Abdominal

lntraoperative (specify) p p P See Below

Pediatric

Small Organ (specifyi) P P P See Below

Neonatal Cephalic

Adult Cephalic

Cardiac

'rransesophagenl

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other:

N= new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CDIPWD.
Applications: Applications: Small Parts-(breast, testes & thyroid..), Intra-operative- (liver, pancreas, gall bladder...)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 80 1. 109)

(Divigion Sign-01
Division of RadiologkaJ Devices

office'ol in Vitro Diagnostic Device Evalun~n and Safet

510K ),\44



Atoka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-568

(1(003739)
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Optlialmic

Fetal

Abdominal

Intraoperative (specify) E E E See Below

Pediatric

Small Organ (specify) E E E See Below

Neonatal Cephalic

Adult Cephalic

Cardiac

fransesophageal

I rans rectal

I ransva gin a

Transurethral

Intravascular

Peripheral Vascular E E E See Below

La pa rosco pic

Musculo-skeletni
Conventional
Musculo-skeletal Superficial

Other:

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comnents: Combined includes: TIN, B3/PWD, M/CD, B3/CD/PWD.
Applications: Applications: Small Parts-(breast, testes & thyroid..), Intra-operative- (liver, pancreas, gall bladder....
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CER 801.109)

(Division Sign-Oft
Division of Radioiogkaj Devies

Office oflIn Vitro Diagnostic Device Evaluaton and Safet

510K )A it 0Ga-- 45



Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-579T-7.5

(K(963616)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Optbalmic

Fetal

Abdominal

Intiraoperative (specify) P P P See Below

Pediatric

Small Organ (specify) P P P See Below

Neonatal Cephalic

Adult Cephalic

ICardiac

Cransesophageal

Trausrnectal

Transvaginal

Transurethrall

Intravascular

Peripheral Vascular P P P See Below

Laparoscopie

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other:

N= new indication; P-- previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: H/M, B/PWD, M/CD, B/CD/PWD.
Applications: Applications: Small Parts-(breast, testes & thyroid..), Intra-operative- (liver, pancreas, gall bladder...)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRI-, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)

(Division Sign.Of
Division of Radiologcal Devices

Office of In Viro Diagnostic Device Evalution and Saet"

510K hAu - 46



Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-67 OP-5

(K(954022)

Intended Use: Diagnostic ultraound imaging or fluid flow analysis of the human body as follows:
Modes of operation

Clinical Application A B Mi PWD CWD Color Amplitude Color Combined Other
Doppler Velocity Velocity (specify) (specify)

Imaging

Opthalmlc

Fetal

Abdominal

Intraoiperative (specify)

Pediatric

Small Organ (specify)

Neountal Cephalic

Adult Cephalic

Cardiac

rransesophageal

Transrectal P P P See Below

Transvaginal p p P See Below

Transurethral

Intravascular

Peripheral Vascular

La pa rosco pic

Mu sen b-s keletsl
Conventional
Muscubo-skeletal Superficial

Other:

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes- HIM, B/PWD, MICD, B/CD/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)

Divsion of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safty

510OK JA i i Q -
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Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 5 10(K)

Diagnostic Ultrasound Indications for Use Form
UST-672-5/7.5

(K(992663)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

floppier Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

fransesophageal

Transrectal p p P See Below

I ransvagin a

Transurethral

Intravascular

Peripheral Vascular

La pa ros cop ic

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other:

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/K B/PWD, M/CD, B/CD/P WD.
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTH4ER PAGE IF NEEDEDI)

Concurrence of CDR-, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CER 80 1. 109)

io iviif sgn(
Divison of Radiologica Devices

office of in Vitro Diagnostic Device Evaituation and Salty

510K
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Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-676P
(K(023996)

- Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cphalie

Adult Cephalic

ICardiac

rransesophageal

Transrectal P P P See Below

Transvaginal P p p See Below

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other: Gynecologica

N= new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments: Combined includes: B/I, B/PWfl, WICD, B/CD/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)

(Division Sg-f
Division of Radioiogical Devices

Office of in vitro Diagnostic Device Evaluation and Safety

510K 49



Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-677P
(K(060059)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmie

Fetal

Abdominal

Intraoiperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

fransesophageal

Transrectal p p P See Below

Transvaginal P P P See Below

Transuretbral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other: Gynecological

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: HIM, B/PWD, MICD, B/CD/P WI.

(PLEASE DO NOT WRITE BELOW THIIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Of
Division of Radiologte Devices

office of In vito Diagnostici Device Evaluation and Safety

510K
50



Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-978-3.5
(K963616)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify') (specify)
Imaging

Opthalmic

Fetal

Abdominal pP P See Below

Intraoiperative (specify)

Pediatric pP p p See Below

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Zardiac

Transesophageal

Trasrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other:

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/NI, B/PWD, MCD, BICD/PWD.

-(PLEASE DO NOT WRITE BELOW TIS LINE - CONTINUE ON ANOTH4ER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 2l CER 801.109)

'Iwo?!
(Division SigiM

Divsion of Radiogical Devices
Office of in vitro Diagnostic Device Evaluation and Sfet"

510K 1 'D ) Q Q 51



Atoka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-979-3.5

(K(963616)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal P P p

Abdominal p p p See Below

Intraoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

ICardiac

fransesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other: Gynecological P P pSeBlo

N=new indication; P-- previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: RIM, B/PWD, MICr, B/CD/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDEDX)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Division of Radiological Devices
Office of in vitro Diagnostic Device Evaluation and Safety

510K Sn m
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Atoka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-984-5
(K(972465)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Op th a lac

Fetal P P P See Below

Abdominal

Iatraoperative (specify')

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

f ransesophageal

Transrectal

Traasvaginal P P P See Below

Transurethral

Intravascular

Peripheral Vascular

La pa ros co pi

Musculo-skeletal
Conventional
Musculo-skeletal Supefca

Other: Gynecological P P P ISee Below

N= new indication; P-- previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, B/CD/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)

(DoftinnM
Divsion of Radiological Devices

office of In Vitro Diagnostic Device Evaluaton and So"et

510K K )253



Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-987-7.5

(K992663)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal

Abdominal

Intraoperative (specify) P P P See Below

Pediatric

Small Organ (specify)

Neonatal Cephalic P P P See Below

Adult Cephalic

Cardiac

T ra ns eso p hageal

T raus recta I

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other:

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: BIm, BIPWD, MICD, B/CDIPWD.

Applications: Intrit-operative- (liver, pancreas, gall bladder ... )

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRI-, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)

(Dsin S
Division of Radiologica Devices

Office of in Vitro Diagnostic Device Evejualin and Safet

510K ______It __
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Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510O(K)

Diagnostic Ultrasound Indications for Use Form
UST-990-5
(1(003739)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Modes of operation

Clinical Application A B M PWVD CWD Color Amplitude Color Combined Other
Doppler Velocity Velocity (specify) (specify)

Imaging

Opthalznic

Fetal - P P P See Below

Abdominal P P P See Below

Intrnoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic.

Cardiac- Pediatric

7'ransesopbageal

Traasrectal

Transvaginal

Transurethrall

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-.skeletal Superficial

Other: Gynecological p p p See Belo

N=new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments: Combined includes: RIM, B/PWID, MICD B/CDIPWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINU1E ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)

(Division Sign-Off)
Divsion of Radiologicad Devices

Office of In vitro Diagnostic Device Evalujation and Safety
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Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 5 10(K)

Diagnostic Ultrasound Indications for Use Form
UST-995-7;5

(K(992663)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal

Abdominal

Intraoperative (specify) P P P See Below

Pediatric

Small Organ (specify) P P P See Below

Neonatal Cephalic

Adult Cephalic

ICardiac

f ransesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular - P P P See Below

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other:

N= new indication; P-- previously cleared by FDA; E= added under Appendix E
Additional Comments: Combined includes: R/M, R'PWD, M/VCD, B/CD/PWD.
Applications: Infln-operative- (liver, pancreas, gall bladder ... )

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE lIF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Dion sioig
Division of Radviogical Devices

Office of In Vitro Diagnostic Device Evaluation and Safety
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Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
ASU-1003
(K(020668)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD -Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal P P P See Below

Abdominal

Intraoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephialic

Cardiac (Pediatric)

fransesophageall

Tra as rectal

Transvnginal P p p See Below

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other: Gynecological P P p See Below

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: HIM, fl/PWD, M/CD B/CD/PWD.

(PLEASE DO NOT WRITE BELOW THS LINE - CONTINUE ON ANOTHJER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)

(nivision Sign-OMf
Division of Radiological Devices

Office of lo vitro Diagnostic Devie Evaluation and Safety

510K
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Atoka Co. Ltd. Model 550-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
ASU-1009
(K060059)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal P P P See Below

Abdominal

Intraoperative (specify')

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

f ransesophageal

Transrectal

Transvaginal P P P See Below

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other: Gynecological Pe P P See Below

N=new indication; P=previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, MICD, B/CD/P WI.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRI-, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Dvsicn Sign-Of1)
Divsion of Radiological Devices

Ofie of in Vitro Diagniostic Device Evakmtion and safety

510K L 
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aoke Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-5268P-5

(K(992663)
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal

Abdominal

Intrat-operative (specify) P P P See Below

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

La pa ro s cop ic 
____

Musculo-skeletal
Conventional
Musculoa-skeletal Superficial

Other:

N= new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments: Combined includes: RIM, B/PWD, M/VCD, B/CD/P WD.
Intra-operative application: (liver, pancreas, gall bladder...)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 80 1. 109)

(Divsion Sign-off)
Division of Radiological Devices

Office of In VItrO Diagnostic Device Evaluation and safoty

51 _ __ __K_
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Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-5293-5
(1(003739)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac P P P See Below

Transesophageal

Trausrectal

T ran svagin a

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other:

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: HIM, BIPWD, MICD, HICD/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHJER PAGE IF NEEDED)
Concurrence of CDRI-, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)

(Dvin Sign '0
Division of Ralogicnl Democs

Office of In Vitro DlagrcstiC Device EYbhuation ari~ saftly
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Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-5298
(K(00373 9)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal

Abdominal

Intratoperative (specify)

Pediatric P P P See Below

Small Organ (specify)

Neounl Cephalic

Adult Cephalic

ICardiac - P P P See Below

fransesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Lap arosco pie

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other:

N= new indication; P-- previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: HIM, B/PWD, MIVCD, B/CDIPWD-

(PLEASE DO NOT WRITE BELOW THS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)

(Diiin $9-ff)
Divsion of RadlologiCal Devices

Office of is, Vitro Diagnostic Device Evaluation and Sofety
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Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-5299
(K(00373 9)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephallic

Cardiac P P P See Below

fransesophageal

Transrectal

Transvraginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletall
Conventional
Musculo-skeletall Superficial

Other:

N= new indication; P-- previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: R/m, B/PWD, M/CD, B/CO/PWD

(PLEASE DO NOT WRITE BELOW THS LINE - CONTINUE ON ANOTHER PAGE lIP NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(DiisonS g 
Dtvslon of qa oo~ev oec

Office of lo Vitro Diagnostic Device Evalwalion ,'no safely



Aloka Co. Ltd. Model SSD-3S0O.Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-5413
(I i9263

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal

Abdominal

hntraopterative (specify)

Pediatric

Small Organ (specify) p p P See Below

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

fransesophageal

Trausrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular P P P See Below

La paro sco pit

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other:

N= new indication; P- previously cleared by FDA; E= added under Appendix E
Additional Comments: Combined includes: RIM, BIPWD, MICE, B/CD/PWD.
Applications: Small Parts-(breast, testes & thyroid..),
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CER 801.109)

(Division Sign-off)
Division of Radioiogica Devices

Office of in Vitro Diagn1OStic Device Evaluation andi Safety
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Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-5524-7.5

(K(963616)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Pediatric

Small Organ (specify) P P P See Below

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular P P P See Below

Laparoscopic

MIusculo-skeletal 
_____

Conventional
Musculo-skeletal Superficial

Other:

N= new indication; P- previously cleared by FDA; E= added under Appendix E
Additional Comments: Combined includes: B/M, B/PWD, ICE, BICD/PWD.

Applications: Small Parts-(breast, testes & thyroid..),

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRI-, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

r (Division Sign-Oft)
Divsion of Radiogcal Devices

Office of lIn Vitro Diagnostic Device Eveluation and Safety
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Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-5536-7.5

(K(992663)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Petal

Abdominal

Intraoperative (specify) P P P See Below

Pediatric

Small Organ (specify)

Neontal Cephalic

Adult Cephalic 
____

Cardiac (Neonatal)

fransesophageal

Transrectal

Tran svag in alI_____

Transurethral 
_____

hntravasculnr

Pripheral Vascular

Laparoscopic P P P See Below

Musculb-skeletal
Conventional
Musculo-skeletal Superficial

Other:+

N= new indication; P-- previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: RIM, B/PWD, MICD, B/CD/PWD.
Applications: [nb-a-operative- (liver, pancreas, gall bladder ... )

(PLEASE DO NOT WRIT7E BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Divsion of Rad11o4ogia Device,
office of in viro Diagnosti Dev~ce Evaluation and Safety

510K 65



A loka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-5542
(K003739)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD C'WD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Optl'almic

Fetal

Abdominal

Intratoperative (specify)

Pediatric

Small Organ (specify) P P P See Below

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

fransesophageal

Transrectal

Transvaginall

Transurethral

Intravascular

Peripheral Vascular P P P See Below

Laparoscopic

Musculo-skeletal
Conventional
Musculoi-skeletal Superficial

Other:

N= new indication; P-- previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: RIM, B/PWD, NVCD, B/CDIPWD.

Applications: Small Parts-(breast, testes & thyroid..),

(PLEASE DO NOT WRITE BELOW THS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

09 Prescription Use (Per 21 CER 801.109)
(Division Sign Oto l

Division ofRedoiogicaJ Deyices
Office Of In Vitro D4agnostic Device Evaiuation and Satty

510K ) iia -
66



Aloka Co. Ltd. Mode! SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-5546
(K(023996)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal

Abdominal

Intraopierative (specify)

Pediatric

Small Organ (specify) P P P See Below

Neonatal Cephahic

Adult Cephalic

Cardiac (Neonatal)

fransesophageal

Transrectal

Transvaginal

Transuretbral

Intravascular

Peripheral Vascular - P P" P See Below

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other;

N= new indication; P-- previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD, BICDIPWD.

Applications: Small Parts-(brcast, testes & thyroid..),

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

f Prescription Use (Per 21 CER 801.109)

(Drvsion sign-otf)
Division of RadiologiceJ Devices

Office of in Vitro Diagnostic Device Evaluation and Safety
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Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-5548
(1(032875)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

floppier Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Pediatric

Small Organ (specify) P P P See Below

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

fransesophageal

Transrectal

T ransangin a

Transurethral

Intravascular

Peripheral Vascular P P P See Below

Laparoscopic

Museulo-skeletal
Conventional
Musculo-skeletal Superficial

Other:

N= new indication; P= previously cleared*b FDA; E= added under Appendix E

Additional Comments: Combined includes: R/M. B/PWD, MICD, BICD/PWD.

Applications: Small Parts-(breast, testes & thyroid..),

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

* 4"(4&i ig 9fff
DMsion of Radiologica Devces

Office of In Vitro Dagr~tic Device Evwuation and Safety
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Atoka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-5710-7.5

(K003739)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Pediatric

Small Organ (specify) P P P See Below

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

Transesophageal

Transrectal

Tran svag in a

Transurethral

Intravascular

Peripheral Vascular

Laparoseopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other:

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: Rim, BIPWD, Mv/CD BICDIPWD.

Applications: Small Parts-(breast, testes & thyroid..),

(PLEASE DO NOT WRITE BELOW TIMl LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Division of Radiological Devices
office Of In Vitro D1agnostic Device Evaluation and Selety
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Atoka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-9101-7.5

(1(003739)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalnmic

Fetal

Abdominal P P P See Below

Intraoeperative (specify)

Pediatric P p p See Below

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

T ra nseso pha geal

Tra asirectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other

N= new indication; P-- previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, ?I/CD, S3/CD/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 80 1.109)

Divtsion of Radiolog mcoalDevices
^lCe oflin Vitro Diagrlstic Devce Evaluation and Safety

"OK
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Aloka Co. Ltd. Model SSD-3500 Vet. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-9102-3.5

(1(012253)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal

Abdominal P P P See Below

Intraoperative (specify)

Pediatric P P P See Below

Small Organ (specify)

Neonatal Ceph aic

Adult Cephalic

Cardiac (Neonatal)

I'ransesophageal

Transrectal

Trausvagiual

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other:

N= new indication; P-- previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: R/M, B/PWD, WICD, B/CD/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTI]NUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

0jSionS8nSign.
Division of Radiologkal Demo$e

Office of In Vitro Diag~stic De~ice Evaluaticn arid safety
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Atoka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-9102U-3.5

(K012253)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal

Abdominal P p p See Below

Intraoiperative (specify)

Pediatric P P P See Below

Small Organ (specify')

Neonatal Cphalic

Adult Cephalic

Cardiac (Neonatal)

frransesophageal

Trausrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

La pa ros co pic

Musculo-.skeletal 
____

Conventional
Musculo-skeletal Superficial

Other:

N= new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments: Combined includes: B/K B/PWD, MICD, B/CD/PWD).

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)

Divsion of Radiologica Devices
Office of in Vitro Dagnostic Device Evawtion and Safet
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Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-9104-5
(1(003739)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Optlialzuic

Fetal

Abdominal

Intraoperative (specify) p p p See Below

Pediatric

Small Organ (specify)

Neonatial Cephalic P P p See Below

Adult Cephalic

Cardiac (Neonatal)

fransesophageal

Trans rectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular ____

Laparoscopic

Musculo-skeletal
Conventional
Muscullo-skeletal Superficial

Other:

N=new indication; P- previously cleared by FDA; E= added under Appendix E

Additional Commnents: Combined includes: B/NI, B/PWD, NICD, BICD/PWD.

Applications: Intra-operative- (liver, pancreas, gall bladder ... )

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHJER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
I Prescription Use (Per 21 CER 801.109)

Division of Radoogkca Devices
office of in Vitro Diagnostic Device Evaluation and Safet
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Atoka Co. Ltd. Model SSD-3500 Ver. 7.8 5 10(K)

Diagnostic Ultrasound Indications for Use Form
UST-9112-5
(1(012253)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PIVO CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal P P P See Below

Abdominal

Intraoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

f'ransesophageal

Transrectal

Transvaginal P p P See Below

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other: Gynecological P P P See Below

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/M, B/PWD, M/CD BICDIPWIJ.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)

$QA 44'f bA
(Dimion*Sgn-Offi

Dimiion of Radioiogca Devices
Office of In Vitro Diagnostic Devie Evation and Safety
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Atoka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-9121
(1(003739)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal 
____

Abdominal P P P See Below

Intraoiperative (specify)

Pediatric

Small Organ (specify)

Nenatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

11ransesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoiscopic

Musculo-skejetal
Conventional
Musculo-skeletall Superficial

Other:

N= new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments: Combined includes: RIM, RIPWD, M/CD, BI/CDIPWU-

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUJE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 80 1.109)

Dhsion of Radiological Devices
Office of in vitro Diagnocstic Device Evaluation and Safety

610KI)2 2

75



Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 5 10(K)

Diagnostic Ultrasound Indications for Use Form
UST-9123
(K003 739)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal P P P See Below

Abdominal P P P See Below

Intraoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

iransesophageal

Transrectal

Transvagiaal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other: Gynecological P P P See Below

N=new indication; P--previously cleared by FDA; E= added under Appendix E
Additional Comments: Combined includes: D/M, B/PWD, M/CD, BICO/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 80 1. 109)

Divsion of Radio4ogkca Devices
Office of in Vito Diagnostic Device Evaiuation and Safety

510K<V Q 'i -'
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Aloka Co. Ltd. Model SSD-3500 Ver. '7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-9124
(1(003739)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal p p P See Below

Abdominal

Intraolperative (specify)

Pediatric

Small Organ (specify)

Neontal Cphalic

Adult Cephalic

Cardiac (Neonatal)

;ranaseso ph ageal

Transrectal

Transvaginal F P P See Below

Transurethrall

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other: Gynecological P P P See Below

N= new indication; P-- previously cleared by FDA; E= added under Appendix E
Additional Comments: Combined includes: HiM, B/PWD, MICD, B/CD/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(DSfl sgnnO~
Dmvsion of Radiological Devices

office of in Vitro Diagnostic Device Evaluation and Safety
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Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-9127
(K060059)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify')
Imaging

Opthalmic

Fetal P P P See Below

Abdominal p p P See Below

Intraotperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

f ranases op hagea I

Transrectal

Trainvaginal

Transurethral

Intravascular

Peripheral Vascular 
_____

Laparoscopic

Musculo-skeletal 
_____

Conventional
Musculo-skeletal Superficial

Other: Gynecological - P P P See Below

N=new indication; PW previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: HIM, B/PWD, PA/CD, B/CD/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 2l CER 801.109)

(DmonStnO
Division of Radiologicaj Devies

Office of In Vitro Diagnostic Device Evaluation and Safety

510K fi; -
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Atoka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-9128
(K(032875)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWtD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal

Abdominal P P P See Below

Intraoiperative (specify)

Pediatric p p p See Below

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

rransesophageal

Trausrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

M usculb-skeletal
Conventional
Musculo-skeletal Superficial

Other:

N=new indication; P-- previously cleared by FDA; E= added under Appendix E
Additional Comments: Combined includes: B/M, B/PWD, MICt, B/CDIPWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

4,
DWskon of Aadiologca Devices

Office of In Vitro Diagnostic Devie Evau~ation and Safety

510OK Ir)W
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Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-9133
(KO 600 59)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD C14D Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal

Abdominal

Intraoiperative (specify) P P P See Below

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal)

Jransesophageal

Trausrectal

Transvaginal

Transurethrall

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other:

N=new indication; P= previously cleared by FDA; E=' added under Appendix E

Additional Comments: Combined includes: HIM, HIPWD, MICD, BICD/PWfl

Applications: Intra-oiperative- (liver, pancreas, gall bladder ... )

(PLEASE DO NOT WRITE BELOW TIS LINE - CONTINUE ON ANOTHiER PAGE IF NEEDED)
Concurrence of' CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801.109)

Desion nS

oivsiono04RadioiogiCS Devices
QfI e of In Vtr Diagnic Device Evdab~tOfl and Safety

610K-I 80



Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-9136U
(1(043196)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal - F E See Below

Abdominal E E E See Below

Intrzoperative (specify)

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac (Neonatal) 
____

iCransesophageal 
____

Transrectal

Transvaginal

Transurethral 
____

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal 
_____

Conventional
Musculo-skeletal Superficial

Other: Gynecological E E E See Below

N= new indication; P-- previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: fl/M BIPWD, MICD, BICD/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Divsion SignO)
Division of Radiologca Devices

office of in Vitro Diagnostic Devtoe rvkal"'fof arid Safety

510K 
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Aloka Co. Ltd. Model SSD-3500 Ver. 7.8 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-MCII-8731

(1(032875)

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal

Abdominal

Intraoiperative (specify) P P P See Below

Pediatric

Small Organ (specify) P P P See Below

Neonatal Cephalic

Adult Cephalic_

Cardiac (Neonatal)

rransesophageal

Transrectal

Tran svag in a

Transurethral

Intravascular

Peripheral Vascular P P P See Below

Laparoscopic

Mu scu lo-ske letsl
ConventionalII
Musculo-skeletal Superficial

N=new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Commnents: Combined includes: HIM, B/PWD, MICD, fl/CD/PWD.

Applications: Small Parts-(breast, testes & thyroid..), Intra-operative- (liver, pancreas, gall bladder...)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 8OI.109)

Divsion of Radioogca Devices
office of in Vitro Diagnostic Device Evaluation and Safety

510K K w82


